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Safety and effectiveness of first-trimester medication abortion in the United States 


Quick facts about medication abortion: 

■ Medication abortion is extremely safe. 

■ Serious adverse events occur in less than one-third of 
one percent of medication abortions. 

■ Medication abortion is highly effective, with a 
success rate over 95 percent. 

■ Telemedicine, self-administration, and provision by 
non-physician clinicians have been shown to be safe, 
effective, and acceptable. 


Additionally, follow-up evaluation to rule out ongoing pregnancy 
is important, but may not require a clinic visit. 4 

The 2016 FDA-approved regimen for medication abortion is 
highly safe and effective up to 10 weeks of pregnancy; different 
medication abortion regimens are effective later in pregnancy. 
Most people having a medication abortion will experience 
heavy bleeding and cramping. Side effects can include nausea, 
vomiting, diarrhea, headache, dizziness, and fever, but these are 
generally tolerable and resolve without medical treatment. 4-8 

Research findings on medication abortion safety 
and effectiveness 


Since mifepristone was first approved in 2000, state legislatures 
have passed a number of laws that restrict access to medication 
abortion. These include limitations on the types of providers that 
can offer medication abortion, whether medication abortion can 
be provided through telemedicine, and home self-administration, 
as well as requirements that providers use the U.S. FDA (Food and 
Drug AdministrationJ-approved regimen for medication abortion, 
which was outdated until a March 2016 update. 

Overview of medication abortion 


Medication abortion is also known as medical abortion, the 
abortion pill, or RU486. It involves the use of two types of 
medications: mifepristone, which blocks progesterone needed 
for a pregnancy to continue, and misoprostol, which causes 
uterine contractions and the cervix to open to induce an 
abortion. Medication abortions comprise an estimated 23% 
of all nonhospital abortions in the US. 1 While the mifepristone 
is generally provided in a clinic setting and the misoprostol is 
provided to the patient to be taken at home, evidence shows that 
home administration of both mifepristone and misoprostol is safe, 
effective, and acceptable. Allowing patients to take one or both 
medications at home can accommodate personal schedules and 
circumstances and improve efficiency in the healthcare system. 2 ' 3 


Medication abortion is extremely safe. 

■ Serious adverse events— cases requiring blood transfusion, 
surgery, or hospital admission—are rare with medication 
abortion. Multiple studies have found that such events occur in 
less than 0.5% of medication abortions in the United States. 5 - 9-12 

■ ANSIRH researchers analyzed 

data for 11,319 medication 

abortions in the California 

Medicaid system. This study 

was unique in that it captured 

all health care claims up to six 

weeks after the abortion at any 

. ■ Serious adverse event 

clinical site, including emergency 

■ No serious adverse event 

rooms and hospitals, and 

immediate and delayed adverse events. The study found that 
only 0.3% of medication abortions had a serious adverse event. 9 

■ Sometimes a medication abortion is not effective and the 
abortion is incomplete. Some studies consider such unsuccessful 
abortions as adverse events, but these are usually not serious, 
rarely requiring blood transfusion, surgery, or hospital admission 
(see "Medication abortion is highly effective,” next page). 

■ Medication abortion is safer than many common drugs in the 
US, including acetaminophen (Tylenol) or sildenafil (Viagra). 13 - 14 



For more information about this research and other ANSIRH work, please visit www.ansirh.org. 
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Medication abortion is highly effective. 

■ The success rate of medication abortion is 95% or higher for 
pregnancies up to 10 weeks. 6 ' 9 - 11 

■ Additional treatments that may be required are repeat doses of 
mifepristone and misoprostol, additional doses of misoprostol, 
or in-clinic vacuum aspiration. 

■ ANSIRH research found that among 11,319 medication 
abortions, 5% required the use of an in-clinic vacuum 
aspiration procedure or additional medications to complete 
the abortion. 9 

■ Medication abortion is slightly less effective in pregnancies at 
higher gestations. 6 - 11 

Research continues to expand the provision of 
medication abortion 


■ After a 2011 Ohio law restricted medication abortion to the 
original FDA regimen, women had three times the odds of 
requiring additional medical treatments to complete the 
abortions, compared to women receiving the evidence-based 
regimen pre-law. 15 

■ The FDA updated the regimen for medication abortion in 
March 2016 to be consistent with evidence-based standards 
of maximum gestational age, mifepristone and misoprostol 
dosage, misoprostol timing and location, and follow-up 
period. 16 See Table 7, below. 

■ Telemedicine can make medication abortion more accessible 
by reducing barriers of distance to a provider, transportation, 
and affordability. 17 - 18 Currently 18 states prohibit telemedicine 
for medication abortion. 19 

■ Thirty-seven states mandate that a physician must administer 
the pills for a medication abortion. 19 Flowever, research has 
demonstrated that medication abortion can be administered 
safely by trained health professionals, such as physician 
assistants, nurse practitioners, certified nurse midwives and 
other advanced practice clinicians, which may improve access 
to medication abortion services. 20 
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Table 1. Comparison of 2000 and 2016 FDA-approved regimens for medication abortion 


2000 FDA-approved regimen 

2016 FDA-approved regimen 

Maximum gestation 

7 weeks of pregnancy 

10 weeks of pregnancy 

Mifepristone dose 

600 mg orally in office 

200 mg orally in office 

Misoprostol dose 

400 pg orally (2 tablets) 

800 pg vaginally or buccally* (4 tablets) 

Misoprostol timing 

48 hours after mifepristone 

6-72 hours after mifepristone 

Misoprostol location 

In clinic 

At home 

Follow-up visit 

14 days after mifepristone 

5-14 days after mifepristone 

Minimum number of office visits+ 

3 

1 


Source: U.S. Food and Drug Administration 

* Buccal administration involves placing two tablets of 200 pg misoprostol in each cheek (total of 4 tablets) for 30 minutes 
"I" Depending on state requirements, additional counseling visits may be required before the abortion appointment 
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